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2.1.1 半数致死量（LD50）的测定 取小鼠 50只，分成 5
组，以序号命名，每组 10只，♀♂各半，实验前禁食 6 h，
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ABSTRACT OBJECTIVE：To conduct the abnormal toxicity test and study on the in vitro hemolytic reaction of Gluconate enoxa-
cin injection，and provide reference for its safe use. METHODS：According to“Test for Abnormal Toxicity”in Chinese Pharmaco-
poeia（2015 edition，Vol.Ⅱ），half lethal dose（LD50）of Gluconate enoxacin injection and setting of abnormal toxicity limit were
carried out in mice. According to“Test for Haemolysis and Agglomeration”in Chinese Pharmacopoeia（2015 edition，Vol.Ⅱ），
study for the in vitro hemolytic and agglomeration reaction was carried out in rabbits. RESULTS：The LD50 of Gluconate enoxacin
injection for mice was 248.9 mg/kg；the setting limit of abnormal toxicity test was 28.4 mg/kg，and the results derived from the
test using this limit met requirements. The haemolysis and agglomeration results derived from the test using clinical maximum con-
centration（0.2 g/100 mL）met requirements. CONCLUSIONS：In order to reduce the clinical ADR and feasibility of ensuring quali-
ty standard，the abnormal toxicity limit of Gluconate enoxacin injection should be set as 28.4 mg/kg.
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248.9 mg/kg，95％置信区间为 227.0～272.9 mg/kg。葡
萄糖依诺沙星注射液的小鼠LD50测定结果见表2。
表2 葡萄糖依诺沙星注射液的小鼠LD50测定结果
Tab 2 Determination results of LD50 value of Gluco-







































































Tab 3 Results of abnormal toxicity test for Gluconate



















































































Tab 4 Results of abnormal toxicity test for Gluconate
enoxacin injection of clinical maximum dose
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表5 体外溶血和凝聚试验设计
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